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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on April 3, 
2009 has been entered. 

2. Claims 1-3, 6-9, 12-20, 22, 31-38, 51-62, 69, 70, and 77-82 are currently 
pending. 



Claim Rejections - 35 USC § 102 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-3, 12-15, 31-38 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Buncke (US 5,931 ,855). Buncke discloses a barbed suture (Figures 9- 
11) comprising an elongate body having a first end and a second end and a plurality of 
barbs (16) projecting from the body. The barbs are arranged in a multiple spiral 
disposition wherein the barbs are spaced longitudinally along the body such that a plane 
perpendicular to the longitudinal axis of the suture and cutting transversely through the 
suture and intersecting a barb will not intersect any other barb (Figures 9-1 1 ; col 4, In 
58-59; col 9, In 5-8). In a first barb portion (55a) all of the barbs are only facing toward a 
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first end of tlie elongate body and in a second barb portion (55b) all of the barbs are 
only facing toward a second end of the elongate body (col 6, In 60-67). The suture may 
be made of a non-absorbable material including polyester or made of a bio-absorbable 
material including polylactide or polyglycolide (col 1, In 20-23). The barbs are cut into a 
cylindrical suture and thus the bases of the barbs are arcuate. 

Claim Rejections - 35 USC § 103 

5. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

6. Claims 6-9, 1 6, 1 7, 1 9, 20, 22, 51 , 53-57, 59-62, 69, 70, 77, and 79-82 are 
rejected under 35 U.S.C. 103(a) as being unpatentable over McKenzie (GB 1,091,282). 
McKenzie discloses the invention substantially as claimed including a barbed suture 
(Figure 1 1 ), wherein the barbs are cut into a cylindrical suture and thus the bases of the 
barbs are arcuate. The barbs have a multiple spiral disposition, since they are formed 
by cutting the ribs (43) to produce the series of barbs (44) and twisting the suture in its 
longitudinal axis (pg 3, In 128 - pg 4, In 9). However, McKenzie does not disclose the 
specific number of times the suture is twisted per inch, or the specific dimensions of the 
spirality angle, the barb cut angle, the ratio of the barb cut depth to the suture diameter, 
the ratio of the barb cut length to the suture diameter, or the ratio of the barb cut 
distance to the suture diameter. Applicant has not disclosed that having the suture 
twisted specifically 2 to 17 times per inch, having a spirality angle of 12-18 degrees, 
having the suture with a specific barb cut angle of 140-175 degrees, having a specific 
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ratio of barb cut depth to suture diameter of 0.05-0.6, having a specific ratio of barb cut 
length to suture diameter of 0.2-2, or having a ratio of barb cut distance to suture 
diameter of 0.1-6 solves any stated problem or is for any particular purpose. Moreover 
it appears that the barbed suture of McKenzie, or applicant's invention, would perform 
equally well with the suture twisted any reasonable number of times or at any 
reasonable spirality angle and would perform equally well with the suture having any 
appropriate dimension. Accordingly, it would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to have modified McKenzie 
such that the suture was twisted 2 to 17 times per inch at a spirality angle of 12-18 
degrees and such that the suture had a barb cut angle of 140-175 degrees, a ratio of 
barb cut depth to suture diameter of 0.05-0.6, a ratio of barb cut length to suture 
diameter of 0.2-2, and a ratio of barb cut distance to suture diameter of 0.1-6 because 
such a modification would have been considered a mere design consideration which 
fails to patentably distinguish over McKenzie. Furthermore, it would have been obvious 
to one having ordinary skill in the art at the time the invention was made to modify the 
suture of McKenzie to incorporate the above parameters since it has been held that 
where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges or the an optimum value involves only routine skill in the 
art (see In reAller, 105 USPQ 233, In re Boesch, 617 F.2d 272, 205 USPQ 215, and 
MPEP 2144.05). 
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Regarding claims 17, 19, 20, 51, 53, 54, 57, 59, 60, 77, 79, and 80, the suture 
may be made from a non-absorbable material including nylon (a polyamide) or metal 
(pg 2, In 64-65; pg 4, In 40-46). 

Regarding claims 55, 61 , 69, and 81 , the barbs may face in only one direction 
(Fig 6; pg 3, In 48-51). 

Regarding claims 56, 62, 70, and 82, the suture may have a first barbed portion 
(35) that faces toward a first end (38) and a second barbed portion (36) that faces 
toward a second end (39) (Fig 9; pg 3, In 103-109). 

7. Claims 18, 52, 58, and 78, are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McKenzie (GB 1 ,091 ,282), as applied to claims 6, 7, 16, and 22 
above, in view of Branch (US 5,520,691). McKenzie discloses the invention 
substantially as claimed as shown above. However, McKenzie does not disclose the 
suture is bioabsorbable. Branch discloses a similar barbed suture that may be formed 
from an nonabsorbable material if the connection is desired to be permanent; 
alternatively, the suture may be formed from a bioabsorbable material including 
polydioxanone if the connection is desired to be temporary (col 6, In 28-33). Therefore, 
it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the barbed suture of McKenzie et al. such that it was 
formed from polydioxanone instead of nylon such that the suture may be bioabsorbable. 
Thus, the suture may be absorbed by the body at the end of its useful life and a second 
surgery would not be necessary to remove the sutures at a later time. 
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8. Claims 6-9, 16-20, 22, 51-62, 69, 70, and 77-82 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Buncke (US 5,931 ,855). Buncke discloses the 
invention substantially as claimed including a barbed suture (Figures 9-1 1 ) comprising 
an elongate body having a first end and a second end and a plurality of barbs (16) 
facing projecting from the body. The barbs are arranged in a multiple spiral disposition 
wherein the barbs are spaced longitudinally along the body such that a plane 
perpendicular to the longitudinal axis of the suture and cutting transversely through the 
suture and intersecting a barb will not intersect any other barb (Figures 9-1 1 ; col 4, In 
58-59; col 9, In 5-8). In a first barb portion (55a) all of the barbs are only facing toward a 
first end of the elongate body and in a second barb portion (55b) all of the barbs are 
only facing toward a second end of the elongate body (col 6, In 60-67). The suture may 
be made of a non-absorbable material including polyester or made of a bio-absorbable 
material including polylactide or polyglycolide (col 1, In 20-23). 

However, Buncke does not disclose does not disclose the specific dimensions of 
the spirality angle, the barb cut angle, the ratio of the barb cut depth to the suture 
diameter, the ratio of the barb cut length to the suture diameter, or the ratio of the barb 
cut distance to the suture diameter. Applicant has not disclosed that having a spirality 
angle of 12-18 degrees, a barb cut angle of 140-175 degrees, a ratio of barb cut depth 
to suture diameter of 0.05-0.6, a ratio of barb cut length to suture diameter of 0.2-2, or a 
ratio of barb cut distance to suture diameter of 0.1-6 solves any stated problem or is for 
any particular purpose. Moreover it appears that the barbed suture of Buncke, or 
applicant's invention, would perform equally well with the suture having any appropriate 
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dimension. Accordingly, it would have been prima facie obvious to one of ordinary skill 
in the art at the time the invention was made to have modified Buncke such that the 
suture had a spirality angle of 12-18 degrees, a barb cut angle of 140-175 degrees, a 
ratio of barb cut depth to suture diameter of 0.05-0.6, a ratio of barb cut length to suture 
diameter of 0.2-2, and a ratio of barb cut distance to suture diameter of 0.1-6 because 
such a modification would have been considered a mere design consideration which 
fails to patentably distinguish over Buncke. Furthermore, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
suture of Buncke to incorporate the above parameters since it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges or the an optimum value involves only routine skill in the art (see In 
reAller, 105 USPQ 233, In re Boesch, 617 F.2d 272, 205 USPQ 215, and MPEP 
2144.05). 

Additionally, Buncke does not disclose the suture is twisted 2 to 17 times per inch 
to form the multiple spiral disposition. However, the claim language regarding twisting 
the suture 2 to 17 times per inch is being treated as a product by process limitation. As 
set forth in MPEP 21 13, product by process claims are NOT limited to the manipulations 
of the recited steps, only to the structure implied by the steps. Once a product 
appearing to be substantially the same or similar is found, a 35 U.S.C. 102/103 rejection 
may be made and the burden shifted to the applicant to show an unobvious structural 
difference in the product. The Examiner contends Buncke discloses a suture having 
barbs in a multiple spiral disposition (Figures 9-11). 
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Response to Arguments 

9. Applicant's arguments filed April 3, 2009 have been fully considered but they are 
not persuasive. 

1 0. Applicant's arguments fail to comply with 37 CFR 1.111 (b) because they amount 

to a general allegation that the claims define a patentable invention without specifically 
pointing out how the language of the claims patentably distinguishes them from the 
references. 

Conclusion 

11. All claims are drawn to the same invention claimed in the earlier application prior 
to the entry of the submission under 37 CFR 1.114 and could have been finally rejected 
on the grounds and art of record in the next Office action if they had been entered in the 
earlier application prior to the entry under 37 CFR 1.114. Accordingly, THIS ACTION IS 
MADE FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no, liowever, event will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

1 2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KATHERINE M. DOWE whose telephone number is 
(571 )272-3201 . The examiner can normally be reached on M-F 8:30am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kevin T. Truong/ 

Primary Examiner, Art Unit 3734 

Katherine Dowe 
May 21, 2009 

IK. M. D./ 

Examiner, Art Unit 3734 



